IEKJAPAIIS O COOTBETCTBHH

JEKJAPAHT, IPHHAMAIOII U JEKJIAPAIIIO O COOTBETCTBUM

AO "Canogu Poccusn”

Ceederun o pezucmpayuu opzanusayuu: Mexcpationnas uncnexyus Qedepanvroil Hano20601 cayxncbor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, e. Mockea, yn. Teepcran, 0. 22. Tenegon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvulii dupexmop Monoe O.A.

Hosepennoe nuyo: Cmenanoe C.C., doeepennocms 6/n om 01.12,2017

3ASBJISIET, UTO

Rrexapcemsennoe cpedcmseo. Jloxpen, mabnemxu noxpoimsle naeHouHol oboroyxoi 20 M2 14 wm., ynaxoaru
Avelikoeble koHmypHble (4), navxu xapmonnsie, PY Ne IT NO12715/01 om 16.09.2011 (0ama 3amene:
02,02.2018) evidano CAHOOH-ABEHTHC DPAHC, cepua DT027, napmus 14061 ynaxoeok, zoden do
01.07.2023, npouseodocmea Canoghu Burmpon Hudycmpus, @panyua, Sanofi Winthrop Industrie, 30-36, avenue
Gustav Eiffel 37100 Tours, France xod OKII]2 21,20.10.146, koo TH B3[ 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085321870 om 01.02.2019

COOTBETCTBYET TPEBOBAHUSIM

IIN012715/01-160911 usm. Mo 1-2

AEKJIAPAIIVA ITPHHSATA HA OCHOBAHHMH

npomoxon ucnotmanui Ne 3199 om 07.02.2019 HJT OO0 HI] "PAPMOBLOPOHA", ammecmam axxpeoumayuu
POCC RU.0001.21DJI40, Cepmugpuxam POCC FR.OM08.C33304 om 07.02.2019

Crenanros C.C.
O.H.0

R

CBEJAEHUS O PETMCTPAIITNHA

OPT'AH NNO CEPTUOHUKAIINH, 3APETMCTPUPOBABUIHI TEKJIAPAIIAIO

RA.RU.11OMO8 OPTAH 110 CEPTHOHKALIHH ITPONYKIIHH OBII{ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)XHOH LIEHTP KOHTPOJIT KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom, I, koM. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, aeb-
caiim: oyxx.pe.

AEKJIAPAIINSA O COOTBETCTBHH 3APETHCTPHIPOBAHA Xe POCC RU J-FR.®M08.A.15103/19
JATA PEFHCTPAIIHH 07.02.2019
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SANOFI

CEPTHOHKAT AHAJIN3A/ CEPTU®HKAT HA CEPUIO

Canodu Bunrpon Hunyctpus
30-36, avenue Gustave Eiffel
37100 TOURS-FRANCE

Koa GMID: 513696
Koz crateu: TOU_513696
Homep cepun: DT027

Hara npoussoactea: 17-utons-2018

[pousroacte. mowanka: TOURS

Onucanue obwvexra: Jloxkpen 20 mr S6CP VTE PY
Homep cepun 3axazunka: DT027
Jlata HcTeueHHs cpoka roJHOCTH: HI0AB-2023

[MTocraBka: Poccuiickas Qenepanuus
IIpeacrasneno: 4 6nucrepa no 14 Tabnetok

Bepcua CoA: 4

Tun: TabneTky, NOKPHITHIE MIEHOYHOH 000I0UKOM

TECTBI CIIEHUDOUKAIINH PE3VJBLTATHI
XapaxkTepHeTHKH
XapaKTepHCTHKH Kpyrnsie ABOAKOBBINYKIIBIE TAONETKH, CooTBeTcTBYET
IIOKPBITHIE NIEHOYHOI obonoukoif Genoro
LIBETA, C PUCKOMH HA OAHON CTOPOHE H
rpasupoBxoii «<KE 20» Ha apyro#i cropone.
IoanuuHoCTH
berakconona ruapoxnopua CooTBeTcTBYET CooTBerTcTBYET
(TCX)
betakconona rugpoxnopun CooTBeTcTBYET CooTBeTCTBYET
OKX)
TuTaHa AMOKCHA CooTBeTCTBYET CooTBETCTBYET
TecTbl
Cpennsas Macca Ot 230 go 260 mr 245 mr
OQHOPOAHOCTE MACCHI CootBeTcTBYET CooTBeTcTBYET
OnHopoaHocTs Maccsl ONOBHH | CooTBETCTBYET CooTeeTCcTBYET
TabIeToK
Pacnagaemoctp <15 Muu 2 MHH.
PacTBopeHue
S1: MUHAMYM nipH 30 MHH >80 % 91 %
IlocToponnne npumecn (AX)
[Tpumecs 111 <0,3% HE ompeaenseTca
KOJIHYECTBEHHO
HennentudunyuposaHHeie <02 % He oDHapyXeHo
npuMecH (Kaxxaas)
CymMa npumeceii <1,0% HE BHECCHO B
OTHET
Mukpobuonornyeckoe
onpeneneHue
TAMC <1000 KOE/r < 20 KOE/r-mn
TYMC <100 KOE/r < 20 KOE/r-mn
Escherichia coli OtcytctBHE B I T OtcyTtcTBHEB I T
KoauuecTBeHHOE

onpenenenne (FKX)
KonnuecTBeHHOE OnpeneneHue

Ot 19,0 no 21,0 Mr/Tabnerka

19,7 Mr/Tabnerka

AG «Cartodu Poceis»

Adpec: 125009, Mocksa, v Teepekadn. 22 Ten: (493) T21-1400. hake: (495 721-141 ], www.sanotiru
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SANOFI
CEPTH®UKAT AHAJIU3A/ CEPTHOHKAT HA CEPHIO

Canodu Buntpon Huayctpua
30-36, avenue Gustave Eiffel IMpouzsoacte. nnowaaxa: TOURS
37100 TOURS-FRANCE

Koa GMID: 513696 Onncanne obwexrta: Jlokpen 20 mr 56CP VTE PY
Kon crateu: TOU_513696 Howmep cepuu 3akaszdyuka: DT027

Howmep cepuu: DT027 JlaTa ucreyeHUs cpoka roAHOCTH: HIONB-2023
Hata npoussoactea: 17-urons-2018 Tun: TabneTkn, MOKPEHITHIE MIEHOYHOH 000M0UKOH

IMocraeka: Poccuifckan ®enepanus
[Ipeacraeneno: 4 6nuctepa no 14 Tabnetox
Bepcus CoA: 4

HacToamum noarsepkzaeM, 4YTO TNPOM3BOACTBO YKazaHHOH CepHM  OCYLIECTBIANOCE B
COOTBETCTBUH C MpaBH/IaMU HaIJICKALIEH PAaKTHKH TPOM3BOACTRA JICKAPCTBEHHBIX cpeacTs (GMP) u
OEeHCTBYIOIHMH TPpeOOBAaHHAMH PerMCTPALHOHHOIO AOCKE,

HactosmuM mnonTeepxgalo, 4TO Bce CTAAWH TNPOM3BOACTBA JAHHOM CEpPHM [OTOBOTO
NIeKapCTBEHHOTO TIpenapara OCyLECTBIAINCE B MIOJIHOM COOTBETCTBHHE ¢ TpeboaHusaMu Esponeiickoii
Hapnexame# npouspoactBeHHod mpaktukd (GMP) u  cmenudukauusMd  HOPMAaTHBHOMH
JOKYMEHTAUHH CTpaH(bl)-HMIIOpTEPA.

Cratryc: [Ipunsaro

Hara semycxa (UTC + 1) 22-AHB-2019 09:03:29.00
Hoanucano ynonHomouenubiM JunoM: LAETITIA HABERT
Ceprutdukar aHanusa 3JEKTPOHHO NOATBEPXKICH,

A «Canoge Pocens»
Adpec: 125009, Mockaa, i, Toepesas, 220 Tens: (4933 721-1400. hake: (495) 7211411, www sanoli.m



SANOFI WINTHRCP INDUSTRIE

SANOFI .z

30-36, avenue Gustave Eiffel Site TOURS
37100 TOURS-FRANCE

Code GMID 513696 Article code TOU 513696

Description LOKREN 20MG 56CP VTE RU

Lot Number DTO27 Customer batch DTO27

Manufacturing Date 17-JUL-2018 Expiry Date JUL-2023

Type TABLET, FILM COATED Presentation 4 BLISTERS OF 14 UNITS

Market name

Regulatory file

Version of CoA

Russian Fed.

CMC-TU-2009-26425

4
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TAMC
TYMC
Escherichia Coli

ASSAY (LC)

MICROBIQLOGICAL DETERMIMNATICN

<=1000 CFU/g
<=100 CFU/g
Absent in 1g

Tests Specifications Results
).
CHARAMCTERS
Characters White round-shaped biconvex film-coated COMPLY
tablets scored on one side and debossed
with "KE 20" on the other side.
IDENTIFICATION
Betaxolol hydrochloride (TLC) COMPLY COMPLY
Betaxolol hydrochloride (LC) COMPLY COMPLY
Titanium dioxide COMPLY COMPLY
TESTS
Average mass 230 to 260 MG 245 MG
Uniformity of mass COMPLY COMPLY
Uniformity of mass of half tablets COMPLY COMPLY
Disintegration <=1% min 2 MIN
DISSOLUTION
Sl:Mini at 30 min >=80 % 91 %
DEGRADATICN PRCDUCTS (LC)
Impurity III <=0.3 % not quantified
Unspecified impurities (each} <=0.2 % not detected
Total impurities <=1,0 % not reported

<20 UFC/g-ml
<20 UFC/g-ml
ABSENCE /1g

rap_coa_raesultats vi
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SANOFI WINTHRCP INDUSTRIE
30-36, avenue Gustave Eiffel

37100 TOURS-FRANCE

SANOFI g

Site TOURS

Market name

Regulatory file

Code GMID 513696 Article code TOU 513696

Description LOKREN 20MG 56CP VTE RU

Lot Number oT027 Customer batch pTo27

Manufacturing Date 17-JUL-2018 Expiry Date JUL-2023

Type TABLET, FILM COATED Presentation 4 BLISTERS OF 14 UNITS

Russian Fed.

CMC-TU-2009-26425

1%.0 to 21.0 mg/tablet

Version of CcA 4
Tests Specifications Results
Assay

19.7 MG/TABLET

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation(s)
destination country/countries.

=
in full
of the

Release status

\

Release date (UTC +1)

ACCEPTED
22-JAN-2019 09:03:29.00

Signed by qualified person LAETITIA HABERT

Certificat d'analyse approuvé électroniquement / Certificate of analysis electronically approved

rap coa_resultats v
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